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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 3/17/2009 has been entered. 

Response to Amendment 

2. In the amendment dated 3/17/2009, the following has occurred: Claims 2 - 7, 9 and 12 
have been amended. 

3. Claims 1 and 1 1 have been previously canceled. Claims 2-10 and 12 are pending. 

Notice to Applicant 

4. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

5. Claims 2-10 depend upon claim 12. For clarity, the rejection below of claim 12 
precedes the rejections below of claims 2-10. 

Claim Rejections - 35 USC§112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

7. Claims 2-10 and 12 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The term "only and precisely" in claim 12 is a relative term 
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which renders the claim indefinite. The term "only and precisely" is not defined by the claim, 
the specification does not provide a standard for ascertaining the requisite degree, and one of 
ordinary skill in the art would not be reasonably apprised of the scope of the invention. The 
Examiner is unsure whether "only and precisely" is used to modify the information being entered 
into the fields, to modify the fields presented or to modify a combination of the fields and the 
data. Claims 2-10 are rejected for the same reason as they depend upon claim 12. 

8. Claims 3 and 6 recites the limitation "the electronically storable medical data standard" in 
second line of the claims. There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC §103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such thai the subject mallei' as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

10. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over a piece of paper 
and a computer. 

11. As per claim 12, a piece of paper teaches method to input and electronically store data for 
a medical clinical study, comprising the steps of: 

• Distributing said customized input platform program to each of a plurality of computer 
workstations each having a display, 

o Respectively located input locations with which patients participating in the 
specific medical clinical study interface; 

• Upon interfacing at one of said input locations with one of said patients, 



Application/Control Number: 1 0/780,2 1 1 Page 4 

Art Unit: 3626 

o Entering a characteristic identifying that patient into the computer system 
workstation at said one of said input locations and, 

o Via the computer workstation, automatically calling and activating said 

customized input platform program solely for said specific medical clinical study 
by entry of said characteristic into said computer workstation; 

• Via said display of said computer workstation at said one of said input locations, 

o Providing data for said specific medical clinical study only by making entries in 
respective data input fields of the collection of input fields caused by said 
customized input platform program to be presented at the computer at the display 
of the computer workstation at the input location; and 

• Electronically storing the data entered via the customized input platform program to 
generate an electronically accessible database for said customized input platform program 
and making said database electronically accessible to participants in said specific medical 
clinical study. 

A piece of paper does not teach 

• Generating a customized input platform program comprising programming instructions 
for operating a computer workstation having a display, 

o That cause a collection of input fields to be presented at said display that are 
configured only and precisely for entry of the data that is necessary for a specific 
medical clinical study ; 
However, a general purpose computer teaches 
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• Generating a customized input platform program comprising programming instructions 
for operating a computer workstation having a display, 

o That cause a collection of input fields to be presented at said display that are 
configured only and precisely for entry of the data that is necessary for a specific 
medical clinical study; 

The piece of paper does not teach the electronic distribution of that piece of paper. The 
Examiner states that it would have been prima facie obvious to automate the piece of paper. The 
Examiner makes this statement in view of Oracle Remote Data Capture, Third Generation 
Systems, 'An individual study may use a mixture of Remote Data Capture and paper-based 
collection, or data could be collected entirely on paper and the Remote Data capture system 
could be used purely for query resolution." 

Additionally, as stated within the Applicant's remarks, dated 3/17/2009, "A person of ordinary 
skill in the field of implementing medical studies using electronic data entry would have no 
difficulty in understanding what data are necessary for a specific medical study, and therefore 
would have not difficulty in understanding, in turn, the scope and meaning of input fields that are 
configured only and precisely for entry of that data." 

12. Claims 4, 10 and 12 are rejected under 35 U.S. C. 103(a) as being unpatentable over 
Oracle clinical research process suite, "Oracle Clinical" and "Oracle Remote Data Capture" 
(RDC) in view of Califano et al., U.S. Pre-Grant Publication 2003/ 0033168. 

13. As per claim 12, 
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Oracle teaches a method to input and electronically store data for a medical clinical study, 
comprising the steps of: 

• Generating a customized input platform program comprising programming instructions 
for operating a computer workstation having a display (Oracle Clinical, Customized 
Study Definitions), 

o That cause a collection of input fields to be presented at said display that are 
configured only and precisely for entry of the data that is necessary for a specific 
medical clinical study (Oracle Clinical, Customized Study Definitions); 

• Distributing said customized input platform program to each of a plurality of computer 
workstations each having a display (RDC, Third Generation Systems, Internet 
distribution) 

o Respectively located input locations with which patients participating in the 
specific medical clinical study interface (RDC, User Interface Challenge) 

• Via said display of said computer workstation at said one of said input locations, 

o Providing data for said specific medical clinical study only by making entries in 
respective data input fields of the collection of input fields caused by said 
customized input platform program to be presented at the computer at the display 
of the computer workstation at the input location (Oracle Clinical, Integrated 
Subsystems for Managing Clinical Data); and 

• Electronically storing the data entered via the customized input platform program to 
generate an electronically accessible database for said customized input platform program 
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and making said database electronically accessible to participants in said specific medical 
clinical study (RDC, Figure: Typical architecture for third generation solution). 

Oracle clinical research process suite does not explicitly teach the method comprising 

• Upon interfacing at one of said input locations with one of said patients, 

o Entering a characteristic identifying that patient into the computer system 
workstation at said one of said input locations and, 

o Via the computer workstation, automatically calling and activating said 

customized input platform program solely for said specific medical clinical study 
by entry of said characteristic into said computer workstation; 
However, Califano further teaches the method comprising 

• Upon interfacing at one of said input locations with one of said patients, 

o Entering a characteristic identifying that patient into the computer system 
workstation at said one of said input locations (figure 1 1A, #316, login) and, 

o Via the computer workstation, automatically calling and activating said 

customized input platform program solely for said specific medical clinical study 
by entry of said characteristic into said computer workstation (figure 1 1A, #310); 



It would have been obvious to one of ordinary skill in the art at the time of the invention to add 
these features into Oracle clinical research process suite. One of ordinary skill in the art at the 
time of the invention would have added these features into Oracle clinical research process suite 
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• With the motivation to provide a system and method for biomedical professionals to 
enroll participants into a study or procedure that they are conducting (Califano, paragraph 
23). 

• The elements are all known but not combined as claimed. The technical ability exists to 
combine the elements as claimed and the results of the combination are predictable. 
When combined, the elements perform the same function as they did separately . 

14. As per claim 4, Oracle clinical research process suite in view of Califano teaches the 
method of claim 12 as described above. Oracle clinical research process suite further teaches the 
method comprising electronically storing the data acquired at an input location in a data format 
that is determined by the customized input platform program (Oracle Clinical, Summary, RDC 
stores the data in a centralized database). 

15. As per claim 9, Oracle clinical research process suite in view of Califano teaches the 
method of claim 12 as described above. Oracle clinical research process suite further teaches the 
method comprising, via said input platform, permitting only inputs into said collection of input 
fields that are required for said specific medical clinical study and that are incurred at the input 
locations that interface with patients participating in the specific medical clinical study (Oracle 
Clinical, Laboratory Reference Range Management). 

16. As per claim 10, Oracle clinical research process suite in view of Califano teaches the 
method of claim 12 as described above. Oracle clinical research process suite further teaches the 
method comprising generating the customized input platform program by a research entity 
commissioning the specific medical clinical study (The Examiner notes that the "by a research 
entity commission the specific medical clinical study" represents non-functional descriptive 
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information. Changing the generator of the study from the claimed research entity to a outside 
agency does not change the method. Therefore, Oracle Clinical, Comprehensive Study Design 
and Management). 

17. Claim 2, 3, 5 - 8 are rejected under 35 U.S. C. 103(a) as being unpatentable over Oracle 
clinical research process suite, "Oracle Clinical" and "Oracle Remote Data Capture" (RDC) in 
view of Califano et al., U.S. Pre-Grant Publication 2003/ 0033168, as applied to claim 12 above, 
further in view of Teshima, U.S. Patent Number 6,272,470. 

18. As per claim 2 Oracle clinical research process suite in view of Califano teaches the 
method of claim 12 as described above. 

Oracle clinical research process suite in view of Califano does not explicitly teach the method 
comprising distributing the customized input platform program in a framework of an 
electronically storablc medical data standard. 

However, Teshima further teaches the method comprising distributing the customized input 
platform program in a framework of an electronically storable medical data standard (column 1, 
lines 53-67 where the standard is DICOM where the platform is customized by adding the 
DICOM standard). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to add 
this feature into Oracle clinical research process suite in view of Califano. One of ordinary skill 
would have added this feature into Oracle clinical research process suite in view of Califano with 
the motivation to solve the problem of the storage capacity of a portable storage unit, and to 
provide an electronic clinical recording system for a wide-area hospital information system 
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enabling the whole of a region to share medical information at low cost without any concern 
about a difference in type of equipment or OS (Teshima, column 3, lines 8-15). 

19. As per claim 3, Oracle clinical research process suite in view of Califano teaches the 
method of claim 12 as described above. 

Oracle clinical research process suite in view of Califano does not explicitly teach the method 
comprising electronically storing the customized input platform program in a region of the 
electronically storable medical data standard reserved for patient data . 

However, Teshima further teaches the method comprising storing the customized input platform 
program in a region of the medical data standard reserved for patient data (column 3, lines 8-67 
where the system is customized to operate on a portable input platform). 
It would have been obvious to one of ordinary skill in the art at the time of the invention to add 
this feature into Oracle clinical research process suite in view of Califano. One of ordinary skill 
would have added this feature into Oracle clinical research process suite in view of Califano with 
the motivation to solve the problem of the storage capacity of a portable storage unit, and to 
provide an electronic clinical recording system for a wide-area hospital information system 
enabling the whole of a region to share medical information at low cost without any concern 
about a difference in type of equipment or OS (Teshima, column 3, lines 8-15). 

20. As per claim 5, Oracle clinical research process suite in view of Califano teaches the 
method of claim 4 as described above. 

Oracle clinical research process suite in view of Califano does not explicitly teach the method 
comprising electronically storing the acquired data in a framework of an electronically storable 
medical data standard . 
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However, Teshima further teaches the method comprising electronically storing the acquired 
data in a framework of an electronically storable medical data standard (column 14, lines 26 - 34 
where the standard is DICOM). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to add 
this feature into Oracle clinical research process suite in view of Califano. One of ordinary skill 
would have added this feature into Oracle clinical research process suite in view of Califano with 
the motivation to solve the problem of the storage capacity of a portable storage unit, and to 
provide an electronic clinical recording system for a wide-area hospital information system 
enabling the whole of a region to share medical information at low cost without any concern 
about a difference in type of equipment or OS (Teshima, column 3, lines 8-15). 
21 . As per claim 6, Oracle clinical research process suite in view of Califano teaches the 
method of claim 4 as described above. 

Oracle clinical research process suite in view of Califano does not explicitly teach the method 
comprising electronically storing the acquired data in a region of the electronically storable 
medical data standard reserved for patient data . 

However, Teshima further teaches the method comprising electronically storing the acquired 
data in a region of the electronically storable medical data standard reserved for patient data 
(column 11, lines 8-45 where the patient card contains patient data). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to add 
this feature into Oracle clinical research process suite in view of Califano. One of ordinary skill 
would have added this feature into Oracle clinical research process suite in view of Califano with 
the motivation to solve the problem of the storage capacity of a portable storage unit, and to 
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provide an electronic clinical recording system for a wide-area hospital information system 
enabling the whole of a region to share medical information at low cost without any concern 
about a difference in type of equipment or OS (Teshima, column 3, lines 8-15). 

22. As per claim 7, Oracle clinical research process suite in view of Califano teaches the 
method of claim 4 as described above. 

Oracle clinical research process suite in view of Califano does not explicitly teach the method 
comprising using the Digital Imaging and Communication in Medicine (D1COM) standard as the 
electronically storable medical data standard . 

However, Teshima further teaches the method comprising using the Digital Imaging and 
Communication in Medicine (D1COM) standard as the electronically storable medical data 
standard (column 14, lines 26 - 34). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to add 
this feature into Oracle clinical research process suite in view of Califano. One of ordinary skill 
would have added this feature into Oracle clinical research process suite in view of Califano with 
the motivation to solve the problem of the storage capacity of a portable storage unit, and to 
provide an electronic clinical recording system for a wide-area hospital information system 
enabling the whole of a region to share medical information at low cost without any concern 
about a difference in type of equipment or OS (Teshima, column 3, lines 8-15). 

23. As per claim 8, Oracle clinical research process suite in view of Califano teaches the 
method of claim 4 as described above. 
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Oracle clinical research process suite in view of Califano does not explicitly teach the method 
comprising distributing the customized input platform program in a framework of a medical data 
standard that is the Digital Imaging and Communication in Medicine (D1COM) standard . 
However, Teshima further teaches the method comprising distributing the customized input 
platform program in a framework of a medical data standard that is the Digital Imaging and 
Communication in Medicine (D1COM) standard (column 14, lines 26 - 34). 
It would have been obvious to one of ordinary skill in the art at the time of the invention to add 
this feature into Oracle clinical research process suite in view of Califano. One of ordinary skill 
would have added this feature into Oracle clinical research process suite in view of Califano with 
the motivation to solve the problem of the storage capacity of a portable storage unit, and to 
provide an electronic clinical recording system for a wide-area hospital information system 
enabling the whole of a region to share medical information at low cost without any concern 
about a difference in type of equipment or OS (Teshima, column 3, lines 8-15). 

Response to Arguments 

24. Applicant's arguments, see 101 arguments, filed 3/17/2009, with respect to claims 2-10 
and 12 have been fully considered and are persuasive. The 35 U.S.C. 101 rejections of claims 2 
- 10 and 12 has been withdrawn. 

25. Applicant's arguments, see 112, 1 st paragraph arguments, filed 3/17/2009, with respect to 
claims 2-10 and 12 have been fully considered and are persuasive. The 35 U.S.C. 1 12, 1 st 
paragraph rejections of claims 2-10 and 12 has been withdrawn. The Examiner further notes 
that the Applicants statement, "The word 'type,' as is clear from the context, was being used in a 
much more general sense as meaning 'informal content.'" 
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26. Applicant's arguments filed 3/17/2009 have been fully considered but they are not 
persuasive. 

• Regarding the 35 U.S.C. 1 12, 2 nd paragraph rejections of claims 2-10 and 12 

o The Applicant states, "The Examiner is correct that the phrase 'only and precisely' 
modifies the configuration of the input fields for data entry, and this is clearly 
understandable as meaning that those input fields will be specifically configured 
dependent on the specific clinical study in question, so that data that are not 
needed, permitted or relevant to that particular study will not be entered, because 
no input field is provided for such unneeded, unwanted or superfluous data." 

o Additionally, the Applicant states, "When an alternative interpretation is available 
that avoids ascribing such a trivial and meaningless definition of a claim term, it 
must be assumed that the Applicants did not intend the trivial and meaningless 
definition as long as a more meaningful and relevant definition/ interpretation is 
disclosed in the specification." The Examiner has never seen the Applicant's 
opinion stated within the MPEP and is unsure where to find this idea. 
Additionally, the Applicant does not define his terms but describes them with 
open examples. It is within the Applicant's skill to craft definitions that exclude 
and include desired options. 

o As the Applicant has not eliminated the option that "only and precisely" covers 
the input of data into fields and not the choice of data fields, the Examiner's 112, 
2 nd paragraph rejection stands. 

• Regarding the 35 U.S.C. 102(b) rejection of claim 12 over Official Notice. 
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o The Examiner has changed the rejection from to a 103 rejection in view of a piece 
of paper with a computer. Therefore, the Applicant's arguments are moot. The 
Examiner, with his trivial 102(b) rejection had tried to help the Applicant by 
showing the difficulty in differentiating the instant application over the prior art. 
The change of the rejection to 103 is only meant to help the Applicant further 
understand that the Applicant's instant invention has a very high hurdle to 
overcome in view of the prior paper method and KSR International Co. v. 
Teleflex Inc., 82 USPQ2d 1385 (2007). 

• Regarding the 35 U.S.C. 102(e) rejection 

o The Applicant's arguments are moot as the rejection has changed. 

• Regarding the 35 U.S.C. 103(a) rejection 

o The Applicant argues that the dependent claims are allowable for the reasons 
given for independent claim 12. Therefore, this argument is moot also. 
Conclusion 

27. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Noble, U.S. Patent 6,729,882 
Siebel eClinical7 

Oracle Clinical User Group Meeting 2002 
Prosys 1997 Business Proce3ss Framework 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NEAL R. SEREBOFF whose telephone number is (571)270- 
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1373. The examiner can normally be reached on Mon thru Thur from 7:30am to 5pm, with 1st 
Fri off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Luke Gilligan can be reached on (571) 272-6770. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/N. R SJ 

Examiner, Art Unit 3626 
4/17/2009 



/Robert Morgan/ 

Primary Examiner, Art Unit 3626 



